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117TH CONGRESS 
1ST SESSION H. R. 4711 

To amend the Bipartisan Congressional Trade Priorities and Accountability 

Act of 2015 to include principal negotiating objectives of the United 

States relating to trade in pharmaceutical products, and for other pur-

poses. 

IN THE HOUSE OF REPRESENTATIVES 

JULY 27, 2021 

Mr. JOYCE of Pennsylvania (for himself and Mr. BANKS) introduced the fol-

lowing bill; which was referred to the Committee on Ways and Means, 

and in addition to the Committee on Rules, for a period to be subse-

quently determined by the Speaker, in each case for consideration of such 

provisions as fall within the jurisdiction of the committee concerned 

A BILL 
To amend the Bipartisan Congressional Trade Priorities and 

Accountability Act of 2015 to include principal negoti-

ating objectives of the United States relating to trade 

in pharmaceutical products, and for other purposes. 

Be it enacted by the Senate and House of Representa-1

tives of the United States of America in Congress assembled, 2

SECTION 1. SHORT TITLE. 3

This Act may be cited as the ‘‘International Pharma-4

ceutical Supply Chain Security Agreement Act of 2021’’. 5

VerDate Sep 11 2014 02:21 Aug 07, 2021 Jkt 019200 PO 00000 Frm 00001 Fmt 6652 Sfmt 6201 E:\BILLS\H4711.IH H4711kj
oh

ns
on

 o
n 

D
S

K
79

L0
C

42
P

R
O

D
 w

ith
 B

IL
LS



2 

•HR 4711 IH

SEC. 2. PRINCIPAL NEGOTIATING OBJECTIVES OF THE 1

UNITED STATES RELATING TO TRADE IN 2

COVERED PHARMACEUTICAL PRODUCTS. 3

Section 102(b) of the Bipartisan Congressional Trade 4

Priorities and Accountability Act of 2015 (19 U.S.C. 5

4201(b)) is amended by adding at the end the following: 6

‘‘(23) TRADE IN COVERED PHARMACEUTICAL 7

PRODUCTS.— 8

‘‘(A) IN GENERAL.—With respect to an 9

agreement relating to trade in covered pharma-10

ceutical products that is proposed to be entered 11

into with the United States and to which sec-12

tion 103(b) will apply, the principal negotiating 13

objectives of the United States are the fol-14

lowing: 15

‘‘(i) To ensure that a party to the 16

agreement adopts and maintains measures 17

to eliminate the imposition or reimposition 18

of tariffs on imports of such products, par-19

ticularly in the event of a declared emer-20

gency. 21

‘‘(ii) To ensure that a party to the 22

agreement— 23

‘‘(I) will reduce or eliminate reg-24

ulatory and other technical barriers in 25

the pharmaceutical sector; 26
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‘‘(II) will promote expedited ap-1

proval of facilities for the production 2

of such products being built by busi-3

ness enterprises that operate one or 4

more such facilities in the territory of 5

the party; 6

‘‘(III) will promote the use of 7

good regulatory practices and stream-8

lined regulatory review and approval 9

processes for the production of such 10

products in the territory of the party; 11

‘‘(IV) will eliminate duplicated 12

actions and other barriers to reduce 13

the time for approvals of both facili-14

ties and such products; and 15

‘‘(V) will expand transparency 16

and cooperation with other parties 17

and their manufacturers, working col-18

laboratively, to ensure regulatory 19

processes are streamlined and har-20

monized among other parties to the 21

maximum extent possible. 22

‘‘(iii) To prohibit export restraints 23

against parties to the agreement, particu-24

larly in the event of a declared emergency. 25
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‘‘(iv) With respect to use of sub-1

sidies— 2

‘‘(I) to encourage the coordinated 3

provision of those types of subsidies 4

that are classified under World Trade 5

Organization rules as ‘non-prohibited’, 6

such as subsidies that are not contin-7

gent on exports or import-substi-8

tution, to incentivize manufacturing of 9

such products, including the provision 10

of grants, loans, tax incentives, and 11

guaranteed price and volume con-12

tracts; 13

‘‘(II) to explicitly permit, among 14

parties to the agreement, the use of 15

production subsidies to build pharma-16

ceutical manufacturing capacity; 17

‘‘(III) to affirm that subsidies 18

provided by parties are not intended 19

to be used primarily for export or to 20

distort trade; 21

‘‘(IV) to affirm parties’ commit-22

ments under the Antidumping Agree-23

ment and the Agreement on Subsidies 24

and Countervailing Measures, includ-25
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ing the recognition that ‘dumping, by 1

which products of one country are in-2

troduced into the commerce of an-3

other country at less than the normal 4

value of the products, is to be con-5

demned if it causes or threatens mate-6

rial injury to an established industry 7

in the territory of a contracting party 8

or materially retards the establish-9

ment of a domestic industry’; and 10

‘‘(V) to encourage notification 11

and consultation among parties as 12

they are considering pharmaceutical 13

manufacturing subsidies to increase 14

coordination and avoid creating condi-15

tions such as oversupply or market in-16

efficiencies among the parties. 17

‘‘(v) With respect to government pro-18

curement— 19

‘‘(I) to provide reciprocal access 20

to government procurements for such 21

products in parties to the agreement; 22

‘‘(II) to increase coordination be-23

tween participant countries and facili-24

tate the involvement of participant 25
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countries’ companies in bids to supply 1

such products; and 2

‘‘(III) to ensure that any partici-3

pant in the agreement that is not al-4

ready so designated, becomes des-5

ignated for purposes of section 301 of 6

the Trade Agreements Act of 1979 7

(19 U.S.C. 2511). 8

‘‘(vi) With respect to trade in serv-9

ices— 10

‘‘(I) to obtain fair, open, and 11

transparent access to supply chain 12

services in the markets of parties to 13

the agreement, such as distribution, 14

logistics, and transportation services; 15

‘‘(II) to ensure any restrictions 16

or regulatory requirements maintained 17

on such services are adopted and 18

maintained in a transparent and effi-19

cient manner; and 20

‘‘(III) to require parties to estab-21

lish an internal process for identifying 22

restrictions or regulatory require-23

ments that could be waived in the 24

event of a declared emergency. 25
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‘‘(vii) With respect to transparency 1

and trade facilitation— 2

‘‘(I) to obtain commitments 3

among parties to the agreement to de-4

velop mechanisms for sharing infor-5

mation on pharmaceutical supply 6

chain constraints and coordinate ap-7

proaches with parties to minimize 8

risks that could lead to supply chain 9

failures; and 10

‘‘(II) to the extent they have not 11

done so yet, to obtain commitments 12

from parties that they will fully imple-13

ment the obligations under the World 14

Trade Organization’s Agreement on 15

Trade Facilitation prior to the date 16

the agreement enters into force. 17

‘‘(viii) With respect to enforcement— 18

‘‘(I) to ensure that benefits under 19

the agreement can only be obtained by 20

parties that are fully meeting their ob-21

ligations under the agreement; 22

‘‘(II) to ensure that parties will 23

not bring a dispute under another 24
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agreement for actions that are con-1

sistent with the agreement; and 2

‘‘(III) to provide a dispute settle-3

ment mechanism comparable to the 4

dispute settlement provisions of the 5

Agreement between the United States 6

of America, the United Mexican 7

States, and Canada. 8

‘‘(ix) To minimize the ability of par-9

ties to the agreement to undermine the ef-10

fectiveness of the agreement by abusing ex-11

ceptions in the agreement by including ad-12

ditional procedural requirements, such as 13

notification of intent to rely on an excep-14

tion at the time an inconsistent action is 15

taken, and limiting the duration that par-16

ticipants may rely on an exception. 17

‘‘(B) DEFINITIONS.—In this paragraph: 18

‘‘(i) ACTIVE PHARMACEUTICAL INGRE-19

DIENT.—The term ‘active pharmaceutical 20

ingredient’— 21

‘‘(I) means any component that 22

is intended to furnish pharmacological 23

activity or other direct effect in the 24

diagnosis, cure, mitigation, treatment, 25
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or prevention of a disease, or to affect 1

the structure or any function of the 2

body of a human or animal; and 3

‘‘(II) does not include— 4

‘‘(aa) intermediates used in 5

the synthesis of a drug product; 6

or 7

‘‘(bb) components that may 8

undergo chemical change in the 9

manufacture of a drug product 10

and be present in a drug product 11

in a modified form that is in-12

tended to furnish such activity or 13

effect. 14

‘‘(ii) AGREEMENT ON SUBSIDIES AND 15

COUNTERVAILING MEASURES.—The term 16

‘Agreement on Subsidies and Counter-17

vailing Measures’ means the agreement re-18

ferred to in section 101(d)(12) of the Uru-19

guay Round Agreements Act (19 U.S.C. 20

3511(d)(12)). 21

‘‘(iii) ANTIDUMPING AGREEMENT.— 22

The term ‘Antidumping Agreement’ means 23

the Agreement on Implementation of Arti-24

cle VI of the General Agreement on Tariffs 25
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and Trade 1994 referred to in section 1

101(d)(7) of the Uruguay Round Agree-2

ments Act (19 U.S.C. 3511(d)(7)). 3

‘‘(iv) BIOLOGICAL PRODUCT.—The 4

term ‘biological product’ has the meaning 5

given to such term in section 351(i) of the 6

Public Health Service Act (42 U.S.C. 7

262(i)). 8

‘‘(v) COVERED PHARMACEUTICAL 9

PRODUCT.—The term ‘covered pharma-10

ceutical product’ means— 11

‘‘(I) a drug (including a biologi-12

cal product); or 13

‘‘(II) an active pharmaceutical 14

ingredient.’’. 15

SEC. 3. REAUTHORIZATION OF TRADE AGREEMENTS AU-16

THORITY. 17

Section 103 of the Bipartisan Congressional Trade 18

Priorities and Accountability Act of 2015 (19 U.S.C. 19

4202) is amended— 20

(1) in subsection (a)— 21

(A) by striking ‘‘July 1, 2018’’ each place 22

it appears and inserting ‘‘July 1, 2023’’; and 23

(B) by striking ‘‘July 1, 2021’’ each place 24

it appears and inserting ‘‘July 1, 2026’’; 25
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(2) in subsection (b)— 1

(A) by striking ‘‘July 1, 2018’’ each place 2

it appears and inserting ‘‘July 1, 2023’’; and 3

(B) by striking ‘‘July 1, 2021’’ each place 4

it appears and inserting ‘‘July 1, 2026’’; and 5

(3) in subsection (c)— 6

(A) by striking ‘‘July 1, 2018’’ each place 7

it appears and inserting ‘‘July 1, 2023’’; 8

(B) by striking ‘‘June 30, 2018’’ and in-9

serting ‘‘June 30, 2023’’; 10

(C) in paragraph (1)(B), by striking ‘‘July 11

1, 2021’’ and inserting ‘‘July 1, 2026’’; 12

(D) in paragraph (2), by striking ‘‘April 1, 13

2018’’ and inserting ‘‘April 1, 2023’’; and 14

(E) in paragraph (3), by striking ‘‘June 1, 15

2018’’ and inserting ‘‘June 1, 2023’’. 16

Æ 

VerDate Sep 11 2014 02:21 Aug 07, 2021 Jkt 019200 PO 00000 Frm 00011 Fmt 6652 Sfmt 6301 E:\BILLS\H4711.IH H4711kj
oh

ns
on

 o
n 

D
S

K
79

L0
C

42
P

R
O

D
 w

ith
 B

IL
LS



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize false
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts false
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue true
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck true
  /PDFX3Check false
  /PDFXCompliantPDFOnly true
  /PDFXNoTrimBoxError false
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (U.S. Web Coated \050SWOP\051 v2)
  /PDFXOutputConditionIdentifier (CGATS TR 001)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <>
    /CHT <>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV <>
    /HUN <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF che devono essere conformi o verificati in base a PDF/X-1a:2001, uno standard ISO per lo scambio di contenuto grafico. Per ulteriori informazioni sulla creazione di documenti PDF compatibili con PDF/X-1a, consultare la Guida dell'utente di Acrobat. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 4.0 e versioni successive.)
    /JPN <>
    /KOR <>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die moeten worden gecontroleerd of moeten voldoen aan PDF/X-1a:2001, een ISO-standaard voor het uitwisselen van grafische gegevens. Raadpleeg de gebruikershandleiding van Acrobat voor meer informatie over het maken van PDF-documenten die compatibel zijn met PDF/X-1a. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 4.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents that are to be checked or must conform to PDF/X-1a:2001, an ISO standard for graphic content exchange.  For more information on creating PDF/X-1a compliant PDF documents, please refer to the Acrobat User Guide.  Created PDF documents can be opened with Acrobat and Adobe Reader 4.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /HighResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


		Superintendent of Documents
	2021-08-08T21:24:22-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




